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INTRODUCTION

MedDRA, Medical Dictionary for Regulatory Activities, is a global medical terminology used 
in pharmacovigilance and regulation of medical products

Standardization Pharmacovigilance Regulatory 
Reporting

Research and 
Clinical Trials

Public Health 
Monitoring
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Motivation
MedDRA and SDTM

Why do we need to update 
SDTM using MedDRA?
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• New MedDRA release, need to assess impact of dictionary change and recode 
terms with new version.

• Pooling studies that use different versions, with the sponsor aiming to align 
them.
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Problem
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MOTIVATION

Upgrade the values of coding variables such as MHDECOD, 
MHPTCD. from MedDRA in SDTM datasets (AE, MH,PR).

Goal 
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SAS-Based Approach
Upgrade SDTM using MedDRA

Prepare, integrate



SAS-BASED APPROACH

• We developed a SAS-based approach to upgrade the AE, MH, and PR domains by using 
two integrated programs (Prepare, Integrate).
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Prepare
Excel sheets

How did we tackle this?
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STEP1: PREPARE, HOW?

Parameters
§ Project ID
§ Study ID
§ Domain Name
§ MedDRA Version

Inputs
§ SDTM dataset
§ MedDRA Dictionary
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STEP1: PREPARE, HOW?

Inputs
§ SDTM dataset
§ MedDRA Dictionary
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§ Project ID
§ Study ID
§ Domain Name
§ MedDRA Version

Find the non-
matchable data in 
the new dictionary

Create 
prev_coding 
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STEP1: PREPARE, HOW?

Inputs
§ SDTM dataset
§ MedDRA Dictionary

Parameters
§ Project ID
§ Study ID
§ Domain Name
§ MedDRA Version

Find the non-
matchable data in 
the new dictionary

Create 
prev_coding 

dataset depending 
on SDTM source

Outputs
§ Excel file

§ Manual
§ Recoded
§ Report
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STEP1: PREPARE, RESULTS
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STEP1: PREPARE, RESULTS
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Integrate
SDTM & Excel sheets

How will the combination be done?
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STEP2: INTEGRATE, HOW?

Parameters
§ Project ID
§ Study ID
§ Domain name
§ Excel file
§ SUPP_ _

Inputs
§ SDTM dataset
§ Excel file

§ Manual
§ Recoded
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STEP2: INTEGRATE, HOW?

Parameters
§ Project ID
§ Study ID
§ Domain name
§ Excel file
§ SUPP_ _

Inputs
§ SDTM dataset
§ Excel file

§ Manual
§ Recoded

Prepare the 
excel sheets to 
the next step
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STEP2: INTEGRATE, HOW?

Parameters
§ Project ID
§ Study ID
§ Domain name
§ Excel file
§ SUPP_ _

Inputs
§ SDTM dataset
§ Excel file

§ Manual
§ Recoded

Combine the 
source SDTM 
dataset with 

the excel sheets

Prepare the 
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the next step
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STEP2: INTEGRATE, HOW?

Parameters
§ Project ID
§ Study ID
§ Domain name
§ Excel file
§ SUPP_ _

Inputs
§ SDTM dataset
§ Excel file

§ Manual
§ Recoded

Check the 
parameters and if 

the excel file  
exist/open

Combine the 
source SDTM 
dataset with 

the excel sheets

Prepare the 
excel sheets to 
the next step

Sort the outputs 
according to the 

defined keys

Outputs
§ Modified SDTM dataset
§ Excel file

§ Old SDTM dataset
§ Modified SDTM dataset
§ Changes
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Prepare
& Integrate

What results did we obtain?
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RESULTS
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RESULTS



34

RESULTS
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Conclusion
Implementation of 
MedDRA upgrade in SDTM

What did we learn?
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CONCLUSION

§ Recoding variables in SDTM using MedDRA is a crucial step.

§ The approach can handle the AE, MH, and PR domains.

§ Prepare program can provide feedback for the coding specialist, 
especially with the excels sheets.

§ Optimizing Integrate program is still worth doing to reduce the 
run-time.
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CODE EXAMPLE
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CODE EXAMPLE



Q&A
THANK YOU FOR YOUR ATTENTION
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